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Extension Service 20250--0904 


February 9, 1996 


Dr. Karl Stauber 
Under Secretary 
Research, Education, and Economics 


Dear Dr. Stauber, 


It is with pleasure that I submit to you the Final Report of the Office of Agricultural Biotechnology. 
Secretary Richard Lyng offered me the opportunity of coming to USDA as a detailee from the 
Department of Defense in November 1987 and establishing an office that would harmonize 
relationships between agencies and provide direction to the integration of a new technology into 
USDA's research, education, and regulatory programs. Secretary Lyng challenged me to do that task 
within ten years. In 1989, Secretary Yeuter appointed me Director of the Office and Science Advisor 
(atch) and reiterate the need to have a comprehensive program that encompassed all facets of 
biotechnology. Secretary Yeuter, also transferred responsibility for the Office from the Deputy 
Secretary to the Assistant Secretary for Science and Education. I am pleased to say we have 
accomplished our mission. I want to thank you and the Cooperative State Research, Education, and 
Extension Service for the outstanding direction and support given to the Office of Agricultural 
Biotechnology. CSREES has provided the financial resources and the core personnel. 


As I leave this mission responsibility, I would like to make three recommendations: (1) that the 
Biotechnology Information Center at the National Agricultural Library be given adequate resources 
to assume the consumer information and public education roles that the Office of Agricultural 
Biotechnology had initiated; (2) that an individual in your Office serve as the policy representative 
for biotechnology to the Committees and Sub-Committees of the National Science and Technology 
Council; and (3) that REE continue to support initiatives that advance the international trade of 
genetically engineered agricultural products. In regards to the last recommendation, I am hopeful that 
I can contribute to the resolution of the trade issues in another capacity. It has been my pleasure to 
have had the opportunity of serving REE, this Department and American Agriculture. 


Cit L. Young 


Science Advisor and Scientific Director 


(On, 


Enclosure 


CC; Dr. Bob Robinson, Administrator, CSREES 
Dr. George Cooper, CSREES, Partnerships 


Telephone: (202) 720 - 5853 Telefax: (202) 720 - 5336 
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FINAL REPORT OF THE OFFICE OF 
AGRICULTURAL BIOTECHNOLOGY 


SUMMARY 


The USDA Office of Agricultural Biotechnology (OAB) was established by Secretary's 
Memorandum 1020-27, July 14, 1986 with "primary responsibility for implementing and 
coordinating the Department's policies and procedures pertaining to all facets of 
agricultural biotechnology". The OAB, at various times, reported to the Deputy 
Secretary, the Assistant Secretary for Science and Education, and the Under Secretary 
for Research, Education, and Economics. OAB had a small permanent staff and added 
detailees as necessary to address specific issues. Between 1987 and its closure in 
February 1996, the office utilized and supported mechanisms for biotechnology policy 
coordination, and provided a focus for research and biosafety advice, public outreach, 
and international coordination. 


USDA Policy Coordination Mechanisms -- USDA instituted several mechanisms 
designed to coordinate activities, policies, and programs across USDA agencies 
involved in biotechnology. The Committee on Biotechnology in Agriculture (CBA), from 
1986 to 1992, consisted of sub-cabinet officers and provided policy-level coordination 
for agricultural biotechnology. The Biotechnology Council, composed of senior-level 
staff, met monthly since 1992 and provided advice to the CBA and prepared USDA 
responses to issues which affected more than one agency. 


Presidential Initiative on Biotechnology Research -- From 1991 to 1996, OAB 
served as the USDA action office in a U.S. Government-wide effort to track and analyze 
Federal investment and to identify research opportunities in biotechnology research. 
This effort involved the White House Office of Science and Technology Policy and a 
dozen Federal agencies with biotechnology research interests. Three reports were 
issued with the most recent one emphasizing research opportunities in agriculture, 
aquaculture, environment, and manufacturing/bioprocessing. 


The Agricultural Biotechnology Research Advisory Committee -- The Agricultural 
Biotechnology Research Advisory Committee (ABRAC) was a Federal advisory 
committee, established by Departmental Regulation 1042-87, dated October 23, 1987. 
This committee was composed of 15 outside experts which advised USDA on the safe 
conduct of biotechnology research. ABRAC drafted guidelines for research involving 
planned introduction into the environment of genetically modified organisms and 
provided advice on a number of policy issues, including transgenic food animals, 
genetically modified Rhizobia, recombinant vaccines, and performance standards for 
research involving genetically modified fish and shellfish. 


Public Outreach Activities--Biotechnology is of great interest to the agricultural 
research community, farm groups, teachers, students, businesses, and the average 
consumer. OAB sought to provide these groups and others with information about 
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biotechnology that was free of scientific or regulatory jargon. The information reflected 
both the potential advantages of this new science as well as its limitations. In addition 
to communicating the science, OAB strove to involve the public in the decision-making 
process by holding open-door advisory committee meetings around the country, 
sponsoring regional public information workshops, and by working cooperatively with 
other public affairs units in government and industry. 


International Affairs -- The United States has enjoyed a competitive advantage in 
developing biotechnology products to help our farmers produce more efficiently and 
compete in international markets; however other nations are closing the gap. USDA, 
through the Office of Agricultural Biotechnology, has been involved in a number of 
international activities which have promoted U.S. competitiveness in agricultural 
biotechnology. These activities included science and technology, biosafety, and trade. 


Administrative Actions and Expenditures of Resources (APPENDIX A) - Although 
the Office was established by Secretary's Memorandum in 1986, an Acting Director, 
Deputy Director and staff support were provided in 1987 and the first budget for the 
Office's operations was approved for FY 1989. Permanent Director, Dr. Alvin L. Young, 
and Deputy Director, Dr. Daniel D. Jones, were appointed by the Secretary of 
Agriculture in June 1989. At its peak of activity, the OAB had eight approved positions 
(5 professionals and 3 support) that provided a crosscut of USDA's biotechnology 
responsibilities (research, regulation, public outreach, and international). Twenty-two 
detailees from USDA Agencies served in the Office. At the time of its closing in 
February 1996 the Office had six permanent staff that were subsequently dispersed 
within the program areas of the Cooperative State Research, Education, and Extension 
Service (CSREES). The total estimated expenditure for the nine fiscal years from 1987 
through 1995 was $4.1 million. Approximately 71% of these funds were for staff 
salaries and benefits; 14% for equipment, supplies and other services; 8% for travel, 
and 7% for grants to support projects and symposia. From FY 1988 through FY 1995, 
47 grants or agreements were provided to support 38 symposia, workshops or 
conferences, and 5 special projects. The 38 symposia, workshops or conferences 
sponsored or co-sponsored by the OAB encompassed the spectrum of interests in 
agricultural biotechnology by USDA. The OAB, in accordance with the Agency 
(CSREES) file plan for disposition of records, transferred or archived the Office and 
ABRAC records. 


Presentations, Office Publications, Staff Professional Publications (APPENDIX B)- 
Communicating about agricultural biotechnology was a key responsibility of the Office 
of Agricultural Biotechnology. All of the professional staff were encouraged to accept 
speaking engagements, participate in workshops and conferences, and to publish in 
professional journals. The Office took the lead in developing publications for the public 
and in providing a newsletter for general distribution. From November 1987 through 
December 1995, a total number of 217 presentations were given to approximately 
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16,000 people. Fifty-four presentations were given locally (in Washington DC and the 
immediate area) to professional groups, agricultural commodity groups, public interest 
groups, high schools and colleges. Nationally, 128 presentations were given, while 
internationally 35 presentations were made. A list of special publications and 
proceedings prepared by the OAB, and professional publications are provided in 
APPENDIX B. 


Current and Future Issues in Agricultural Biotechnology - In 1996, it is projected 
that more than 6 million acres in the United States will be growing genetically modified 
crops. It will be important for the Department of Agriculture to address issues of food 
safety, labeling, environmental safety, rural revitalization, intellectual property rights, 
and international trade. 


OFFICE OF AGRICULTURAL BIOTECHNOLOGY 


Authority, History, and Accomplishments 


The USDA Office of Agricultural Biotechnology (OAB) was established by Secretary's 
Memorandum 1020-27 dated July 14, 1986. That Memorandum gave the Office 
"orimary responsibility for implementing and coordinating the Department's policies and 
procedures pertaining to all facets of agricultural biotechnology." A second Secretary's 
Memorandum dated December 7, 1987, affirmed the coordinating role of OAB and 
transferred it to the Deputy Secretary. A third Secretary's Memorandum 9600-2, dated 
August 16, 1989, affirmed the coordinating role of OAB and transferred it to the 
Assistant Secretary for Science and Education. 


In 1987, USDA formed an internal Biotechnology Management Working Group 
composed of representatives of APHIS, ARS, CSRS, ERS, FS, FSIS, and OAB and 
chaired by Dr. Marvin Norcross of FSIS. The charge to the Working Group was to 
develop recommendations concerning the adequacy of management and 
communications processes regarding plant pest, animal biologic, and research 
guidelines issues. After several months of interviews and discussion, the principal 
recommendations of the Working Group were the immediate appointment of a full-time 
Director of OAB with adequate professional and support staff, the establishment of the 
Agricultural Biotechnology Research Advisory Committee (ABRAC), and the transfer of 
OAB to the Office of the Deputy Secretary. These recommendations were 
accomplished in the fall of 1987. A permanent Director and Deputy Director were 
appointed by the Secretary in June 1989. 
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OAB Accomplishments: 


O 


Serving as USDA's point of contact for biotechnology to the public, media, and the 
international community; 


Under a Presidential Initiative, OAB was the USDA action office for a multi-year 
budget crosscut initiative on biotechnology research; 


OAB provided an Executive Secretary and staffed a Federal advisory committee, 
the Agricultural Biotechnology Research Advisory Committee (ABRAC), that 
provided a public forum for issues in agricultural biotechnology; 


OAB provided an Executive Secretary and staffed the Committee on 
Biotechnology in Agriculture (CBA) composed of Administrators and Assistant 
Secretaries, and the Biotechnology Council composed of senior agency staff; 


OAB provided leadership for the development of: 


- the Biotechnology Management Agenda, a quarterly summary of 
biotechnology goals, milestones, and progress; 

- biotechnology guidelines for agricultural research; 

- scientific exchanges involving biotechnology; 

- environmental assessments for transgenic fish; 

- advice when requested by regulatory agencies; 

- abiotechnology consumer information plan for USDA. 


The Director of OAB served as USDA's representative to the Biotechnology 
Research Subcommittee, Committee on Fundamental Science, National Science 
and Technology Council; to the United States -European Union Task Force on 
Biotechnology Research; and as the research agencies representative to the 
Department of State's Coordinating Committee on Biotechnology. 


POLICY COORDINATION OF BIOTECHNOLOGY AT USDA 


The Department of Agriculture established several internal mechanisms for addressing 
and resolving biotechnology issues that cut across agency lines. 


Committee on Biotechnology in Agriculture 


In 1986, the Department established a policy-level Committee on Biotechnology in 
Agriculture (CBA) composed of the administrators of six USDA agencies with significant 
biotechnology programs. The CBA was co-chaired by the Assistant Secretary for 
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Science and Education and the Assistant Secretary for Marketing and Inspection 
Services, and the Director of OAB was the Executive Secretary. 


USDA's Biotechnology Council 


A subcommittee of the CBA, called the Biotechnology Council, was composed of 
eleven senior staff from seven USDA agencies. The Council, which met monthly, 
provided a forum for the discussion of policy issues and the development of 
recommendations for the co-chairs of the CBA. The membership current at the time of 
OAB closure is provided in APPENDIX C. Accomplishments of the Council included: 


O 


Developed USDA comments on EPA's proposal on the use of the Federal 
Insecticide, Fungicide and Rodenticide Act and the Federal Food, Drug and 
Cosmetic Act in regulating plants containing pesticidal substances; 


Prepared comments on the Food and Drug Administration's clarification of food 
safety policy on foods from new plant varieties; 


Developed Departmental response to EPA's proposed rule on small-scale testing 
of microbial pesticides; 


Reviewed the Animal and Plant Health Inspection Service's proposed rule to 
streamline approval of field testing under the Federal Plant Pest Act by 
establishing a notification system (in lieu of requiring permits) for certain tests 
conducted according to a set of standards, and to establish a system for 
exemption from regulation under the Federal Plant Pest Act; 


Reviewed a clarification of policy developed by the Food Safety and Inspection 
Service, to explain how existing inspectioi 1cgulations covering experimental 
animals will be used in the pre-marketing food safety review and approval of 
transgenic livestock and poultry; 


Provided comments during the drafting stage of the 1992 National Biotechnology 
Board's report. The Assistant Secretary for Science and Education represented 
USDA on the Board. 


Provided comments during the drafting fake of the three SHteNee Tale stey Reports 
of the Executive Office of the President, 

(February 1992), Biotechnology for the ot entury: Realizing the Promise (June 
1993), and Biotechnology for the 21* Century: New Horizons (July 1995). 


nolineqenl bas oniteshsM yw? yranne bret size, afl bm tho 
Visiens® ovituoexd ori! caw GAO to roineridd 


lone lmao 


to bagegmoo caw. lionue’) \polortiaetoi® anf beilsa ABO arltto satin 


iftmom tam coir Jiomusd ae) eeioneos ADBU nevee mod ae alo Ex. 
0 Inamaeleyeb se! bis —) (00g To noigeugeib ert yo muir & the: 
W) Or te Ineo Bsus s/F) ~ on lo etigvio-oo eri? \ol enoitabr 


an 
a 
Ad ai 


bSbillon! homed smi to stnemrisiqmeceA 9 AIMS SA 1 bebivorg ig 


6b. | orl! jo aéu art ne lazeqor @'AS3 no einammoo AdSU beable 


OAS OG WAC leese4 et Ore 1A shisiineboA bra ebisignua ,ebisits te 
eenneizdus IsHiouesq Eninistnas eins!g enilsivpsy ni OA stemeos 


os 

bao To NoYsonisio adie wtanlen DA 9uId brie boo ari no einemmos be 3q8 
2eilensy insiq wen mot eboot no yoilog yagi 

Qnv2e} Sisse-licins 00 siurberagonq 2'A93 of senoges? isinamhsaeG beqgo vec 
Rebioites9 jeido wing 

oi 

Y alu beeogorg 2'soNnnwes ndiinegcn ritleeH ¢nalS bns Ismina ort! beweivel 


Vo A tes ine eyebes ert? robri: plies) Digit to Oo 1BVOIGgS 8h. cm 
jee! mahes yi or AHiUps" TO Vel Hl) Meizye NoitsoRiton s onic jotee 


10} meraye 8 rigidatee ot bas abisbnsts to jae & ot gniooss beloubnes 
2A $269 Ines Is.whbe4 efi ys BOTW (10) Sigel y nov Oe siti 

noupeger bre yieles buot art yd peqoleveb yollog to nolisoiiwie's be 
Pe 2 ax : ed 2¥O0 GNOUSIUQe. /oitaqani pnitebas wort MBiGKe Of 
lO'isvovuge ONS weiver Ylelse bool enitexism-erd ert oi beau ed fiw 
\tiuog brs Aoleovil sinsge wes ’ 


Yoolonrnsioig japoiialt Seer erilo spate gniftsrb orf) prinub einemmos bebivert 
beinseenge) neiesvbS ine sonaiee wt yistowed InslaeeA anT roger ett 30 


bieod ert m6 A 


ehoaak veola aHriostoj 2 @6irt arte esate gniviewh orit pniwb einemmad bi 
“ 5S ett 10} sinks actiaiald inebizert ert! to svitO avilucs xa tt 

emul) selon Fl qnistoah youn a2""15. act ot vooionrpetoi§ (SE8F vi nsurde 
(E86 t ylul) enoshow wart -vwined "1S erttiat vgolonriveloi@ deg : 


PRESIDENTIAL INITIATIVE ON BIOTECHNOLOGY RESEARCH 


On January 31, 1992, the Executive Office of the President announced a Presidential 
Initiative on Biotechnology Research. This was one of several budget initiatives on 
science and technology issues that cut across Federal agencies. Other budget 
crosscuts included global warming, high-performance computing, mathematics and 
science education, and new materials and manufacturing. 


The biotechnology crosscut initiative recognized the critical role of biotechnology in 
future technological strength, economic growth, and the health and quality of life for the 
United States. It was an integral component of the President's overall approach to 
challenges in science, technology, and education. Improvements in the scientific and 
engineering research base in biotechnology will have far-reaching effects and will lead 
to important enhancements in the quality of life of our citizens as well as in 
manufacturing, agriculture and aquaculture, mineral processing, and the production of 
chemicals and fuels. 


Twelve Federal agencies participated in the biotechnology crosscut. Their efforts on 
the biotechnology crosscut were coordinated by the Biotechnology Research 
Subcommittee (BRS) of the Committee on Fundamental Science of the National 
Science and Technology Council, Executive Office of the President. 


OAB and The Biotechnology Crosscut 


From 1992 to 1996, OAB was the USDA action office for the biotechnology crosscut. 
OAB collected research program and budget data from the Agricultural Research 
Service, Cooperative State Research Service, Economic Research Service, and Forest 
Service, assembled it into a consistent format and submitted it to the BRS. OAB also 
chaired the BRS Agriculture Working Group that coordinated the collection of 
information on biotechnology research program components and identified research 
opportunities in cooperation with 8 non-USDA agencies with research programs related 
to agriculture. 


The biotechnology crosscut featured different areas of research in successive years. 
In FY 1994 it was health and environment; for FY 1996 it was agriculture, environment, 
aquaculture, and manufacturing/bioprocessing. OAB coordinated and assembled the 
agricultural portion of the report for the entire Federal government. 
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AGRICULTURAL BIOTECHNOLOGY RESEARCH ADVISORY 
COMMITTEE 


The USDA Agricultural Biotechnology Research Advisory Committee (ABRAC) was 
established by Departmental Regulation 1042-87, dated October 23, 1987 and 
rechartered three times thereafter. The purpose of ABRAC was to provide advice to 
the Secretary through the Under Secretary for Research, Education and Economics on 
policies, programs, operations, and activities associated with the conduct of agricultural 
biotechnology research. The ABRAC was also cited for consultation by the Secretary 
in the 1990 Farm Bill, Section 1668, Biotechnology Risk Assessment Research. 


The ABRAC consisted of 15 doctoral-level experts with knowledge in one or more of 
the following areas: recombinant-DNA research in plants, animals, and microbes; food 
science; ecology/epidemiology/environmental science; agricultural production 
practices; biological containment and biological field release; applicable laws and 
regulations; standards of professional conduct and practice; public attitudes; public 
health; occupational health and ethics; human medicine; fisheries science; and 
socioeconomic impacts. The Office of Agricultural Biotechnology provided executive 
secretarial and staff support for the ABRAC. The membership of ABRAC by two-year 
increments (period of appointment) from 1988 through closure in 1996 is provided in 
APPENDIX C. 


The first major accomplishment of the ABRAC was a set of Guidelines for Research 
Involving Planned Introduction into the Environment of Genetically Modified Organisms. 
These guidelines were modeled in part after a 1989 report of the Ecological Society of 
America and tailored by the ABRAC to the needs of the agricultural research 
community. They were published in the Federa! Register for public comment, 
submitted as a recommendation to the Department in March, 1992, and distributed as 
voluntary guidelines to State Agricultural Experiment Stations and other interested 
parties. 


The ABRAC also reviewed and developed recommendations on individual research 
proposals. The most notable and highly publicized were proposals for studies of 
transgenic fish in outdoor research ponds at Auburn University. Based on ABRAC 
recommendations, CSRS prepared appropriate environmental documentation and 
approved studies for transgenic carp in 1990 and transgenic catfish in 1992. 


In order to reduce the need for resource-intensive case-by-case evaluations in the 
future, ABRAC took the lead in developing more generic performance standards for 
confinement of genetically modified aquatic organisms in outdoor facilities. The 
ABRAC drafted Performance Standards for Safely Conducting Research with 
Genetically Modified Fish and Shellfish with wide participation and support from the 
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aquatic research community, industry, regulators, and environmental interest groups. 
The ABRAC finalized the aquatic performance standards and transmitted them to the 
Under Secretary for Research, Education and Economics on August 2, 1995. In 
response to ABRAC recommendations, the Performance Standards were converted to 
electronic format for ease of use by researchers and others. The Department also 
funded a proposal to hold Federal/State workshops to introduce the performance 
standards to the research community, natural resource officials, and State and regional 
regulators. This task was to be done by the National Biological Impact Assessment 
Program, Virginia Polytechnic Institute and State University. At its final meeting, 
January 19, 1996, ABRAC reviewed the status and accomplishments of the 
Department's Biotechnology Risk Assessment Research Program. The ABRAC 
recommended that the Department continue supporting this program. Tne ABRAC also 
reviewed proposed educational initiatives. 


USDA regulatory agencies requested ABRAC review of selected biotechnology 
activities. In 1992, an ABRAC Risk Assessment Working Group reviewed the scientific 
aspects of the recent field testing notification proposal of APHIS. On April 8, 1993, an 
ABRAC Transgenic Animal Working Group, at the request of FSIS, reviewed the 
proposed policies and procedures for the inspection of transgenic animals presented 
for slaughter in USDA-inspected establishments. It completed final recommendations 
on these policies at its meeting of June 29-30, 1993 and submitted them to the 
Department. FSIS adopted these recommendations with minor changes in a Federal 
Register notice of March 17, 1994. 


ABRAC also addressed food safety issues raised by the use of genetically modified 
organisms in agricultural research and production through the sponsorship of a 
workshop on societal issues in food biotechnology, organized by the North Carolina 
Biotechnology Center in Research Triangle Park, North Carolina, June 30-July 1, 1993. 
Proceedings of that workshop were published. 


The ABRAC also participated in a series of international biosafety symposia that 
addressed biosafety issues such as: 


- Are field testing risks scale-dependent? 

- Can small-scale results be extrapolated to larger scale? 

- What are the long-term effects, if any, of agricultural field testing? 

- Are there unique risks when testing genetically modified organisms in natural 
centers of diversity? 

- Are there unresolved issues regarding the possible generation of new viral 
pathogens from transgenic plants? 

- Do transgenic animals expressing human proteins for pharmaceutical use pose 
unique risks or other problems when presented for entry into the human food 
chain? 
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- Does classical toxicology offer a useful perspective in assessing the safety of 
food products produced by biotechnology? 


PUBLIC OUTREACH ACTIVITIES 


Over the last 8 years, OAB has employed various information vehicles to reach as wide 
an audience as possible, including: media interviews, conferences, exhibits, and 
publications. Specific examples are outlined below: 


Examples: 
A. Media Interviews 

1. Print media: Total interviews: 100-200 
(New York Times, LA Times, San Francisco Examiner, USA Today, The Washington 
Post, the Washington Times, Bureau of National Affairs, Farm Journal, Sacramento 
Bee, Family Circle Magazine, Progressive Farmer, Food Chemical News, Chemical and 
Engineering News, Diversity Magazine, Forbes, Christian Science Monitor, Kansas City 
Star, Chicago Tribune, DVM News Magazine, Daily Pennsylvanian, Nature, Biotech 
Newswatch, Science, The Scientist, Washington Aqua Farm Letter, Farm Forum, 
AgBiotech News, Wisconsin Biolssues, Genetic Engineering News, Bio/Technology, 
Monitor) 

2. Wire and news services: Total interviews: 75-100 

3. Radio and TV interviews: Total: 50-75 
B. Conferences and exhibits 


1. "Biotechnology and the Public": 1988, 4 regional meetings 


2. "Methods of Communicating Biotechnology With the Public": 1993, joint USDA- 
EC conference 


3. "Biotechnica Hannover": 1992, Hannover, Germany; USDA exhibit 


4. Exhibited at "New Strategies for Reaching the Global Consumer," November 
1995, Washington, DC 
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C. Publications 


1. "Biotechnology Notes": Free, monthly, no-frills, 8-page newsletter that covers 
USDA's biotech research, regulations, and policies. Published from May 1988 to 
February 1996. Total issues: 80; Distribution: 500,000, mostly via electronic 
means. 


2. "The ABC's of Biotechnology": Fact sheet for consumers; 1989 


3. "Biotechnology at USDA": Brochure highlighting biotech programs and points of 
contact at each USDA agency; 1992 


4. "Public Relations: The Scientist and the Public, the Government, and the Media,’ 
in "Agricultural Biotechnology: Handbook for Field Testing": October, 1989 


5. Proceedings of conference entitled "Methods of Communicating Biotechnology 
with the Public": December 1992 


6. "A Government Agency's Responsibility to the Consumer," in Journal of Nutrition. 
In press. 


7. Reprints of biotechnology articles drawn from Agricultural Research Magazine. 
1993, 1994, and 1995. Total copies distributed: 15,000 


INTERNATIONAL ISSUES IN AGRICULTURAL BIOTECHNOLOGY 


As the first nation to widely apply the tools of modern biotechnology to agriculture, the 
United States enjoys a competitive advantage in developing biotechnology products to 
help U.S. farmers produce more efficiently and compete in international markets. 
Despite this lead, others nations are also investing in this technology, and the gap 
between the United States and European nations, Japan, China, and other countries 
may be closing. 


There are a number of issue areas within the purview of the U.S. Department of 
Agriculture which will help determine the impact of agricultural biotechnology on U.S. 
competitiveness in agriculture. These include the size and effectiveness of our 
investment in basic and applied research, the success of our efforts in stimulating the 
commercialization of discoveries (technology transfer), the effectiveness of our 
regulatory programs, and our ability to have the products of agricultural biotechnology 
accepted by our trading partners. 
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OAB Accomplishments: 


Science and Technology -- In order to monitor the relative effectiveness of our 
investment in agricultural biotechnology, the Office of Agricultural Biotechnology, in 
cooperation with the Agricultural Research Service, and the Foreign Agriculture 
Service's International Cooperation and Development (ICD) unit, conducted a study of 
research and technology transfer programs in competing nations. These studies also 
involved identifying opportunities for collaboration where the United States stood to 
gain important scientific or technical knowledge from other nations. Examples of these 
activities included: the U.S. - European Community Task Force on Biotechnology 
Research; technology assessment visits to Japan and China; and the U.S. - Ireland 
Workshop on Applications of Biotechnology to Fish Diseases. 


Biosafety -- Another important international activity of OAB was promoting 
international consensus on the scientific principles which underpin the environmental 
and human safety of agricultural biotechnology. Reaching a consensus is imperative if 
other nations are to accept our agricultural biotechnology products and the food and 
fiber we produce with these products. A key forum for these discussions was the 
Organization for Economic Cooperation and Development Group of National Experts 
on Safety in Biotechnology. 


Other activities included USDA sponsorship of three biennial International Symposia on 
the Biosafety Results of Field Tests of Genetically Modified Plants and 

Microorganisms, and many bilateral consultations between the Animal and Plant Health 
Inspection Service (APHIS) and their counterparts abroad. OAB worked with the Food 
Safety and Inspection Service, APHIS, ARS, the former Cooperative State Research 
Service (CSRS) and ICD to sponsor an international workshop on animal biotechnology 
safety and related issues in April 1994 in Davis, California. Scientists and policy 
makers from 14 nations participated. 


Trade -- As the products of biotechnology enter the international marketplace, special 
efforts may be necessary to explain the procedures the United States has used to 
ensure their safety. For example, OAB worked extensively with the U.S. Trade 
Representative, the Food and Drug Administration and the Foreign Agricultural Service 
to provide information to our trading partners on the scientific criteria being used in the 
review of bovine somatotropin. In order to reach a larger audience with information on 
the variety of agricultural biotechnology products expected to be traded during the next 
five years, OAB also organized a one-day program on agricultural biotechnology for 
foreign diplomats at the National Arboretum. 
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CURRENT AND FUTURE ISSUES IN AGRICULTURAL BIOTECHNOLOGY 


Food Safety and Biotechnology -- The tools of biotechnology may be useful in 
preventing and detecting food safety problems. At the same time consumers have 
indicated they have concerns about the safety of using biotechnology to create new 
food products. 


Labeling of Biotechnology Foods -- Food and Drug Administration (FDA) policy 
does not currently require labeling of foods produced with biotechnology unless there is 
a significant change in nutrient, toxin, or allergen content. Yet consumers have 
expressed a preference for labeling. Labeling raises a number of complex legal, 
economic, and enforcement issues. 


Rural Revitalization and Biotechnology -- Biotechnology is one of the critical 
technologies which the President and Vice President have identified in a publication 
entitled "Technology for America's Economic Growth, A New Direction to Build 
Economic Strength." Agricultural biotechnology offers the possibility of creating jobs 
and revitalizing rural areas while helping U.S. farmers to become more competitive. 
Yet some small producers fear that biotechnology may put them at a competitive 
disadvantage. Huge impacts upon American agriculture will likely occur because of 
biotechnology. USDA needs to plan how to manage this expected change in the 
structure of production agriculture. 


Environmental Safety and Biotechnology -- Biotechnology may prove an extremely 
important tool in mitigating the negative impacts of agriculture on the environment. 
USDA has in place effective regulatory and research programs aimed at ensuring that 
biotechnology is developed safely. However, environmental groups continue to voice 
concerns that introductions of genetically modified organisms may inadvertently harm 
the environment. . 


Biotechnology and Aquaculture -- The further development of aquaculture will 
depend on solving many of the technical and environmental issues facing the industry. 
Biotechnology research can be helpful in addressing these issues. 


Intellectual Property Rights (IPR) -- There is a general consensus among the 
biotechnology research community that adequate protection of intellectual property is 
basic to the successful development of biotechnology products. Yet areas of 
disagreement persist, nationally and internationally, about various aspects of IPR 
including patenting life, a farmers exemption, a research exemption, scope of patents, 
patent harmonization and biodiversity and patenting. 


Vee 


YOOJOVMNORTOI JARUT UGISOA WI 2aUee!l 2AUTUA ava bts 


i uieeu ed yar ypotonmtosiatd to 2lpot eiT .- _wwolontietoe be eta 3 
aver qiemuanoo en! otae etiA emaldog yaiee bool griiselab © 
‘onigu to vtetse eri! uods emeanes ever YE 


- ¥ ~% ;*% 4 “i if 
| J “ f ai VET it 
. t ~ 


4 (AC) coiteyeinimbhs gend bre booF. — sboo4 ypolond=ni0l8 tog ni 
2 ain vynoiorngzainid riiw baoubing ebor ot to Qrileds! auupst nena on 
1H mernrwanoo leY Jaeinos neps lew, niKO, jneniun ni aprvatod 
lea -T 1 2 zeeien pnileded oniledel 1ot eans1sieig BD 2 
esueel tnemeontne one. Dit itt 
Initia eri! Io OCo zi yO@lonrostoid ~ ygolonrs e018 bns noltesilatives 
nolisalidva 6 mi balunehi svar inebi2e14 B2iV bris inenie 2979 eit roiriw asipole 
bilug of motioeid welt A tiwod.ormondod 2'sohemA tot \oolon Stam 
adol onilae'n fo villidresog er eetio ypolonrtoatold | iswiluohgA "“sitenete.oy 
suiliiesinos som amooed obanedaet gute oliriw 2ao1e Ie onisist 
by antnoD & ‘6s tert tua Veit Yt nolonriveiaid ler is¢ sVeDUD014 iis ° os aes 
euRced wo° vied Hw swliuanos neshemA Noqu siosqm SOUR, gains : 
ri oi ecnart bemegxe 2irv-agensm Oo! wor ig . de zheen AOBU . 
uiWonDs mM iii 
viene na arma. ysin Vanionrinatcia -- vovlondosislé Ors viele? isin ie: 3 


Inevrwievvas oc) Mo ena ioe to etoeqni ovilegen sv ) ooileginn nv (ood. fr ar 
lerit grwene fe hemit sme 1p01g fimeeee? bas aasUge) & viloea s2aig MW 2 fh 
S0V CP BUIISS *QUDTD IBINeE TN cAivne jevewoH ylsine beqoiavaD ei ypalor as 
me MUNeHSVbEM YE @MeiNsQy | beitibarn vile soitensy jo erwiit: wibortr tat 

. Insts * r 

- 

thw arutiucuwe Io Inemgolevsb rerthvt onl — eniwosupA bas ypele “ 
vileutr! ot? Onlos! Bouse: leinemnaivns bane iacinrinet ert) to yam gnivioe no.bA 
seueri overt? gnizeswbs ni kigier! ad.eS RABORA YE olor 


ine 


afi orome eueneenoe istene9 8 zi arertT — (AM) eipiA ynsgor? Is sh 
zyjuwlteit te noitsefotg sleupebe teri! Winumunas roxsses" YOO ior - 
Waseecey smubse ypolonricatoid to inemgoleveb ieee 
29) to algenen 2u0rev tuuds Niisnolismeini bre yYlenalisn deieneg 1n6 
ainaisg to 2900" noliqmexe AoweSeGs & ,Noliqmexe zlermetB ,siil p neta . 
gniineiag brs \gierevibord bre n pilesine — f 


i 


iat ity iy tz 
oy 


ee Ve 


APPENDIX A 


ADMINISTRATIVE ACTIONS AND EXPENDITURES OF RESOURCES 


A KIQUAASA 


eqOaUCeIA FO saquTIGvI4Xa GWA 2BViONDA SVITASTCIMG a 


» 
= 
- | 
” . a 
| ’ 


APPENDIX A 


ADMINISTRATIVE ACTIONS AND EXPENDITURES OF RESOURCES 


Personnel 


Table A-1 lists the personnel who have staffed the Office of Agricultural Biotechnology between 
the period November 1987 to February 1996. The Cooperative State Research Service, 
subsequently the Cooperative State Research Education and Extension Service, CSREES, 
provided the support for the office. Hence, permanent staff were assigned to and on the roster of 
CSREES. Note also that three university individuals participated under Interagency Personnel 
Agreements with the Office, and that detailees came to the Office from all of the USDA agencies 
having programmatic responsibilities for biotechnology. The concept of having detailees worked 
very well for the OAB. It allowed the Director to access area specialists (e.g., economics or 
international affairs) while at the same time providing a Departmental level crosscut exposure for 
those individuals on details. 


Budget 


The total estimated expenditure for the nine fiscal years from 1987 through 1995 was $4.1 million 
(see Table A-2). Approximately 71% of these funds were for staff salaries and benefits; 14% for 
equipment, supplies and other services; 8% for travel; and 7% for grants to support projects and 
symposia. Generally, the costs of salaries for detailees were graciously provided by the 
contributing agencies and those figures are not reflected in the OAB budgets. 


Symposia and Special Projects 


Table A-3 provides an overview of the grants and agreements negotiated in support of special 
projects or symposia, workshops or conferences. From FY 1988 through FY 1995, 47 grants or 
agreements were provided to support 38 symposia, workshops or conferences, and 5 special 
projects. The special projects included the development of a computerized database system with 
the University of Minnesota for $30,000. This system subsequently became the forerunner of the 
National Biological Impact Assessment Program. The University of Florida received 3 
Cooperative Agreements totaling $53,000 for preparing the first draft of research guidelines. 
These guidelines became the Working Document for the Agricultural Biotechnology Research 
Advisory Committee's (ABRAC) successful efforts to develop GUIDELINES FOR RESEARCH 
INVOLVING PLANNED INTRODUCTION IN THE ENVIRONMENT OF GENETICALLY 
MODIFIED ORGANISMS, published on December 1991. A $96,000 agreement with Purdue 
University resulted in the publication AGRICULTURAL BIOTECHNOLOGY: ISSUES AND 
CHOICES, 1991, B.R. Baumgardt and M.A. Martin, co-editors. Similarly, a project with 
Mississippi State University resulted in the publication AGRICULTURAL BIOTECHNOLOGY: 
INTRODUCTION TO FIELD TESTING, 1990, H.G. Purchase and D.R. Mackenzie, co-editors. 
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The 38 symposia, workshops or conferences sponsored or co-sponsored by the OAB 
encompassed the spectrum of interests in agricultural biotechnology by USDA. Table A-4 
provides a summary of the sponsored activities. The budget data from Table A-2 reported that the 
OAB committed approximately $276,000 to grants and agreements to fund special projects and 
symposia. However, Table A-3 reported that the total for these grants and agreements was 
approximately $613,000. The difference reflects the funding provided by other agencies as co- 
sponsors of symposia. The total cost of the special projects was about $225,000, therefore OAB 
provided $51,000 to sponsor symposia while other agencies contributed approximately $337,000. 
This leveraging of funds ($1 OAB: $6.5 other agencies) reflected the philosophy of the Office, 
namely, that the OAB identified topic areas for support and provided the "seed" funds to plan, 
organize and hold the numerous symposia. This activity will be more difficult for USDA to 
manage with the closing of the Office. 


Disposition of Records 


The OAB, in accordance with the Agency file plan for disposition of records, transferred selected 
files and records to other offices of primary interest. Records of the Committee on Biotechnology 
in Agriculture and the Biotechnology Council were sent to the current Chair of the Biotechnology 
Council, Dr. Richard Parry, ARS. The chronological file of the OAB for the past year was sent to 
the Acting Deputy Administrator, CSREES/Partnerships, Dr. George Cooper. Records of the 
Agnicultural Biotechnology Research Advisory Committee were sent to the Washington National 
Records Center. Extra copies of biotechnology publications were sent to Dr. Ray Dobert, 
Biotechnology Information Center, National Agricultural Library, Beltsville, MD. 
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UNITED STATES DEPART 
OFFICE OF AGRICUL 


MENT OF AGRICULTURE 
TURAL BIOTECHNOLOGY 


TABLE A-1 - Source Agencies for Staff and Detailees, November 1987 - F ebruary 1996 


Cooperative State Reserch Education and 


Extension Service 

Angela Beale 
Elsie Brown 
Tim Grosser 
Matilda Merritt 
Eva Russnak 
Barry Stone 
Gary Weber 
Alvin Young 


Agricultural Research Service 


Philip O'Berry 
Charles Lewis 
Marshall Phillips 
Graham Purchase 


Food Safety and Inspection Service 


Maryln Cordle 
Daniel Jones 
Jim Rasekh 


Forest Service 
Milton Robinson 
Lambert Wenner 


Animal and Plant Health Inspection Service 


Marti Asner 
Althaea Langston 


Economic Research Service 
Fred Kuchler 


National Agricultural Library 


Jean Larson 


International Cooperation and Developement 


Martha Steinbock 


Office of Public Affairs 


Marcella Hilt 


State Agricultural Experiment Stations 


John Gerber 
Michael Olexa 
Paul Stern 
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Table A-4: General Topic Areas and Numbers of Symposia, Workshops and Conferences 
Sponsored or Co-Sponsored by the Office of Agricultural Biotechnology, FY 1988 - FY 1995. 


TOPIC AREA NUMBER 
Animal Biotechnology 7 
Plant/Crop Biotechnology 6 
Consumer/Societal Issues of Food Biotechnology 5 
Public Policy Issues 5 
BioSafety of Field Testing 3 
Forestry Biotechnology 3 
Educational Initiatives 3 
Extension and Biotechnology 2 
Microbiology/Remediation 2 


International (Biotechnology in Developing Countries) 2 


Total -« 38 
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PRESENTATIONS, OFFICE PUBLICATIONS AND STAFF 
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APPENDIX B 


PRESENTATIONS, OFFICE PUBLICATIONS, AND STAFF PROFESSIONAL 
PUBLICATIONS 


Communicating about agricultural biotechnology was a key responsibility of the Office of 
Agricultural Biotechnology (OAB). All of the professional staff were encouraged to accept 
speaking engagements, participate in workshops and conferences, and to publish in professional 
journals. The Office took the lead in developing publications for the public and in providing a 
newsletter for general distribution. 


Biotechnology Notes 


After almost 8 years of publication and about 80 issues, USDA's chief source of news about 
agricultural biotechnology was Biotechnology Notes. The news publication began in May 1988 
and broadened in scope over the years to include information about research, policy, technology 
transfer, regulations, communications, foreign affairs, and education. Thousands of people 
around the world either subscribed to the publication or received it via other communications 
channels. In 1989, its editor, Marti Asner, received a First Place Blue Pencil Award for 
Biotechnology Notes in the category "Periodical for Technical Audience, One Color." The award 
is issued annually for outstanding government publications by the National Association of 
Government Communicators. The final issue is attached to this Appendix. 


Presentations 


Table B-1 provides the number of presentations by year by the professional staff (including 
detailees) of the OAB, from November 1987 through December 1995. A total number of 217 
presentations were given to approximately 16,000 people. Fifty-four presentations were given 
locally (in Washington DC or immediate area) to professional groups, agricultural commodity 
groups, public interest groups, high schools and colleges. Nationally, 128 presentations were 
given, while internationally 35 presentations were made. 


Office Publications 
The OAB staff undertook the drafting and publication of documents that were to provide 


guidance to USDA's biotechnology research community. These documents were widely 
distributed and were frequently cited in the scientific literature. They were: 
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1. Guidance for U.S. Researchers Involved in International Exchange on Agricultural 
Biotechnology. October 1989. 9 pg. 


2. Agricultural Biotechnology: Introduction to Field Testing - March 1990. 58 pg. 


3. Biotechnology at USDA. December 1990. 20 pg. 


When the OAB published AGRICULTURAL BIOTECHNOLOGY: INTRODUCTION TO 
FIELD TESTING in March 1990 it recognized the importance of developing a mechanisim to 
collect the biosafety data that would be generated by scientists world-wide that were involved in 
field testing. Hence, in conjunction with the Animal Plant Health Inspection Service (APHIS) and 
with participation of the Agricultural Biotechnology Research Advisory Committee (ABRAC), 
the OAB co-sponsored a series of symposia on the BIOSAFETY RESULTS OF FIELD TESTS 
OF GENETICALLY MODIFIED PLANTS AND MICROORGANISMS. The first international 
meeting of this series, at Kiawah Island, South Carolina in 1990, attracted 130 participants from 
10 nations. The second international meeting, held in Goslar, Germany in 1992, attracted more 
than 200 participants from 22 nations. The third international symposium held in Monterey, 
California, , attracted more than 225 participants from 32 nations. Over the four years, an 
increasing number of participants were from developing nations, places where biosafety research 
is still, for the most part, in its infancy, but the potential opportunities from this emerging 
technology recognized! The diversity of cultures and tongues, as well as regulatory (i.e., 
biosafety) frameworks and unique field experiments was continued to stimulate requests for more 
information and more face-to-face dialogs. Thus, the proceedings of the series have been widely 
distributed in printed form, and in the case of the 3rd Proceedings they were placed into a file 
which could be accessed electronically. 


Special Proceedings 


The following Proceedings were paid for by the Office of Agricultural Biotechnology: 


First International Symposium on the Biosafety Results of Field Tests of Genetically Modified 
Plants and Microorganisms. November 27-30, 1990, Kiawah Island, South Carolina. David 
MacKenzie, Editor, 303 pg. 


Abstracts of Papers Presented at the International Symposium on Applications of Biotechnology 
to Tree Culture, Protection, and Utilization. August 5-8, 1991, Columbus, OH, Forest Service 
General Technical Report NE-152. Bruce Haissig and Kent Kirk, Editors, 141 pg. 


Conference Proceedings. Symbol, Substance, Science: The Societal Issues of Food 
Biotechnology. June 28-29, 1993, North Carolina Biotechnology Center, Research Triangle 
Park, N.C. W. Steve Burke, Editor, 146 pg. 
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Proceedings of the International Workshop on Animal Biotechnology Issues. April 1994, 
University of California, Davis, CA. Martina McGloughln, Editor, 113 pg. 


Proceedings of the 3rd International Symposium on the Biosafety Results of Field Tests of 
Genetically Modified Plants and Microorganisms. November 13-16, 1994, Monterey, California. 
Daniel D. Jones, Editor, 558 pg. 


Professional Publications 


The lists of professional publications by Dr. Alvin Young, Dr. Daniel Jones, and Ms. Marti Asner 
are attached to this Appendix. Detailees are noted as authors or co-authors when appropriate. 
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TABLE B-1 Number of Presentations by year by the professional staff, including detailees, of the 
Office of Agricultural Biotechnology from November 1987 through December 1995. 


Years Local National International 
(Washington DC Area) 
1987 = 8 0 
1988 8 23 1 
1989 7 14 74 
1990 = 18 4 
1991 4 15 11 
Looe 4 1) 8 
1993 10 Th 3 
1994 4 16 ys 
1995 fl 10 4 
Total - 54 | 128 oe 


Grand Total - =217 
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United States Cooperative Office of Room 3868-S 


Department of State Research, Agricultural AG Box 0904 
Agriculture Education and Biotechnology Washington, D.C. 
Extension Service 20250-0904 


DR. ALVIN L. YOUNG 


Dr. Alvin L. Young is Director of the U.S. Department of Agriculture's (USDA) Office of 
Agricultural Biotechnology (OAB) and a Scientific Advisor to the Secretary of Agriculture. The 
Office reports to the Office of the Under Secretary for Research Education and Economics. It 
coordinates biotechnology programs throughout 10 USDA agencies and initiates cooperative 
activities with representatives from academic institutions and the biotechnology industry, as well 
as with policy leaders of the European Community and the Pacific Rim nations. In addition to 
directing activities of the office, Dr. Young also serves as Executive Secretary of the Agricultural 
Biotechnology Research Advisory Committee. 


A native of Laramie, Wyoming, Dr. Young received his Bachelor and Master of Science degrees 
in Agricultural Sciences from the University of Wyoming. He earned his Ph.D. in Herbicide 
Physiology/Environmental Toxicology from Kansas State University. Dr. Young's career spans 
various research, academic, policy, and advisory positions with six Federal agencies and with the 
National Academy of Sciences. Prior to joining USDA, he was assigned to the Office of Science 
and Technology Policy, Executive Office of the President, as the Senior Policy Analyst for Life 
Sciences. 


Dr. Young has conducted extensive research on the environmental, toxicological, and human 
health effects of pesticides for the Department of Defense. He served as Director of Research for 
Environmental Issues at the Veterans Administration. He was Associate Professor of Biological 
Sciences at the U.S. Air Force Academy, and a visiting Professor of Medical Genetics at the 
University of Colorado. 


Dr. Young has authored many scientific books and articles on environmental issues, risk 
assessment, science policy, and biotechnology. He is currently Chairman of the White House 
Committee on Interagency Radiation Research and Policy Coordination. He represents USDA on 
the Biotechnology Research Subcommittee and the Committee on Health, Safety and Food, both 
components of the National Science and Technology Council. He is a member of NASA's Life 
and Microgravity Sciences Applications Advisory Committee. He strongly supports the transfer 
of technology from the public to the private sector. 


Telephone: (202) 720 - 5853 Telefax: (202) 720 - 5336 
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1989 - 1990 
PUBLICATIONS 


ALVIN L. YOUNG 


CHAPTER 


ie 


1. 


Young, A. L. 1989. A White House perspective on risk communication. Chapters 12.5 P- 
83-87. In: Covello, V. T., McCallum, D. B. and M. T. Pavlova (Eds.). Effective Risk 
Communication: The Role and Responsibility of Government and Nongovernment 
Organizations. Plenum Press, New York. 


Young, A. L. 1990. Role of the Federal Government in agricultural biotechnology 
research and regulation. Chapter 20. P: 263-270. In: Vasil, I. K. (Ed.). Biotechnology: 
Science, Education and Commercialization. Elsevier Science Publishing Co., Inc., New 
York. 


Cordle, M. K., J. H. Payne and A. L. Young. 1990. Regulation and oversight of 
biotechnological applications for agriculture and forestry. Chapter 14. P: 289-311. In: 
Ginzburg, L. R. (Ed.). Assessing Ecological Risks of Biotechnology - Butterworth- 
Heinemann Publishers, Stoneham, MA. 


Gerber, J. F. and A. L. Young. In Press. Policy Issues in Biotechnology. Biomedical 
Engineering Monograph Series. 


PROCEEDINGS 


Young, A. L. 1989. Status of Agricultural Biotechnology. In: Annual Agricultural 
Outlook Conference, United State Department of Agriculture, Washington, DC. 14 p. 


Young, A. L. 1990. The Committee on Interagency Radiation Research and Policy 
Coordination (CIRRPC). In: Tropical Symposium Proceedings: Environmental Radiation 
and Public Policy. Health Physics Society, Las Vegas, NV. 9 p. 


Young, A. L. 1990. Coordination of Regulatory and Research Guidelines Affecting 
Biotechnology: An Overview. In: Risk Assessment in Agricultural Biotechnology: 
Proceedings of the International Conference. Cooperative Extension, University of 
California, Publication 1928, pp. 210-215. 


Young, A. L. and M. B. Steinbock. 1990. The USDA Experience of Moving Agriculturai 
Biotechnology into the Field. 5th European Congress on Biotechnology, Copenhagen, 
Denmark. 11 p. 
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